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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 12/27/05 have been fully considered but they are not 
persuasive. Applicant's attention is redirected to Gillies et al. teaching the adjustment of 
the visibility of the medical device based on the requirements (col. 23 lines 37-45), to 
either increase or suppress noise associated with the device. With respect to the 
storage of the target markers, applicant claims that the information of the markers is not 
stored prior to the insertion of the medical device into the anatomy and it is not clear as 
to the reasoning behind the storage of information on the markers when the device has 
not even been inserted into the anatomy. Also, in the applicant's arguments, in page 
13, it appears that there should be storage of information of the target markers since it 
is stated in line 2 that nowhere in the Gillies reference is it taught, disclosed, or 
suggested that prior to insertion of the device, information of the markers in stored, 
whereas the claim states that prior to insertion of device, there should not be storage of 
information on the target markers. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-49 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
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which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. With respect to the storage of the target markers, applicant claims that the 
information of the markers is not stored prior to the insertion of the medical device into 
the anatomy and it is not clear as to the reasoning behind the storage of information on 
the markers when the device has not even been inserted into the anatomy. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 1-49 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. With respect to the storage of the target markers, 
applicant claims that the information of the markers is not stored prior to the insertion of 
the medical device into the anatomy and it is not clear as to the reasoning behind the 
storage of information on the markers when the device has not even been inserted into 
the anatomy. 

Claim Rejections - 35 USC § 102 

1 . Claims 1,4-10,1 3-24, 27-35, 38-49 are rejected under 35 U.S.C. 1 02(e) as 
being anticipated by Gillies et al. (6272370). 

Regarding claims 1,4, 7-9, 13, 16, 19-22, 23, 27, 33, 34, 38, and 44, Gillies et al. 
teach an apparatus and method of inserting a medical device such as a catheter with a 
plurality of target markers into an anatomy, scanning a MRI image of the anatomy with 
said MRI processor having the ability to detect low-level signals, processing the 
scanned image, determining a location and orientation of the medical device in relation 
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to the anatomy, and displaying a precise image of the device within the anatomy where 
the device is not depicted as noise for MRI systems (col. 6 lines 27-49, col. 8 lines 16- 
31, col. 11 lines 5-13, col. 14 lines41-60, col. 27 lines 7-40). 

Regarding claims 10, 24, 32, 35 and 43, Gillies et al. teach said method and 
apparatus pre-scanning the medical device before inserting in an anatomy, storing and 
transmitting a plurality of image data to the processor, and withdrawing the device from 
the anatomy at an adjusted pace (col. 11 lines 5-18, col. 12 lines 37-55, col. 28 lines 55- 
67). 

Regarding claims 5, 6, 14, 15, 28, 29, 39, and 40, Gillies et al. teach said medical 
device to be expandable and composed of polymer material (col. 25 lines 15-25, col. 28 
lines 52-55). 

Regarding claims 17, 18, 30, 31, 41, and 42, Gillies et al. teach superimposing 
an image of the medical device over the anatomy by replacing a plurality of pixels of an 
anatomy with a plurality of pixels of the medical device (col. 1 1 lines 5-1 3 lines 31-64). 

Regarding claims 45-49, Gillies et al. teach a MRI system comprising a scanner, 
a processor, a control unit, and a display with the ability to detect low-level signals from 
a medical device with a plurality of target markers which is inserted into an anatomy, 
where the device is not depicted as noise for MRI systems, and the location and 
orientation of said device is determined prior to insertion into an anatomy (col. 6 lines 
27-49, col. 8 lines 16-31, col. 11 lines 5-13, col. 14 lines 41-60, col. 27 lines 7-40). 
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Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 2, 3, 11, 12, 25, 26, 36, and 37 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gillies et al. in view of Young et al. 

Regarding claims 2, 1 1, 25, and 36, Gillies et al. teach the use of a plurality of 
target markers as set forth above, but do not explicitly teach said markers to be one of 
ferromagnetic and paramagnetic material. In the same field of endeavor, Young et al. 
teach said medical device to be composed of paramagnetic material (col. 6 lines 34-65, 
col. 12 lines 37-67, col. 13 lines 1-20). It would have therefore been obvious to one of 
ordinary skill in the art to use the marker material composition teaching by Gillies et al. 
to modify the teaching by Young et al. for the purpose of using a paramagnetic material 
to generate images with enhanced visibility of the medical device. 

Regarding claims 3, 12, 26, and 37, Gillies et al. do not explicitly teach the 
magnetic field strength of the MRI system. It is well known in the art that diagnostic MRI 
system employ magnets with operating field strengths in the range of 0.02 T to 1 .5 T. In 
the same field of endeavor, Young et al. teach the use of a MRI system operating at 1 .5 
Tesla (col. 14 lines 10-15). It would have therefore been obvious to one of ordinary skill 
in the art to use the teaching by Young et al. to modify the teaching by Gillies et al. for 
the purpose of applying an appropriate magnetic field strength. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Baisakhi Roy whose telephone number is 571-272- 
7139. The examiner can normally be reached on M-F (7:30 a.m. - 4p.m.). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian L. Casler can be reached on 571-272-4956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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